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Food and Drug Administration, HHS § 886.1160 

§ 886.1050 Adaptometer (biophotom-
eter). 

(a) Identification. An adaptometer 
(biophotometer) is an AC-powered de-
vice that provides a stimulating light 
source which has various controlled in-
tensities intended to measure the time 
required for retinal adaptation (regen-
eration of the visual purple) and the 
minimum light threshold. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 886.9. 

[55 FR 48441, Nov. 20, 1990, as amended at 59 
FR 63012, Dec. 7, 1994; 66 FR 38809, July 25, 
2001] 

§ 886.1070 Anomaloscope. 

(a) Identification. An anomaloscope is 
an AC-powered device intended to test 
for anomalies of color vision by dis-
playing mixed spectral lines to be 
matched by the patient. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 886.9. 

[55 FR 48441, Nov. 20, 1990, as amended at 59 
FR 63012, Dec. 7, 1994; 66 FR 38810, July 25, 
2001] 

§ 886.1090 Haidinger brush. 

(a) Identification. A Haidinger brush 
is an AC-powered device that provides 
two conical brushlike images with 
apexes touching which are viewed by 
the patient through a Nicol prism and 
intended to evaluate visual function. It 
may include a component for meas-
uring macular integrity. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 886.9. 

[55 FR 48441, Nov. 20, 1990, as amended at 59 
FR 63012, Dec. 7, 1994; 66 FR 38810, July 25, 
2001; 72 FR 17400, Apr. 9, 2007] 

§ 886.1120 Ophthalmic camera. 

(a) Identification. An ophthalmic cam-
era is an AC-powered device intended 
to take photographs of the eye and the 
surrounding area. 

(b) Classification. Class II. 

[55 FR 48441, Nov. 20, 1990] 

§ 886.1140 Ophthalmic chair. 
(a) Identification. An ophthalmic 

chair is an AC-powered or manual de-
vice with adjustable positioning in 
which a patient is to sit or recline dur-
ing ophthalmological examination or 
treatment. 

(b) Classification. Class I. The AC- 
powered device and the manual device 
are exempt from the premarket notifi-
cation procedures in subpart E of part 
807 of this chapter, subject to the limi-
tations in § 886.9. The manual device is 
also exempt from the current good 
manufacturing practice requirements 
of the quality system regulation in 
part 820 of this chapter, with the excep-
tion of § 820.180, with respect to general 
requirements concerning records, and 
§ 820.198, with respect to complaint 
files. 

[55 FR 48441, Nov. 20, 1990, as amended at 59 
FR 63012, Dec. 7, 1994; 66 FR 38810, July 25, 
2001] 

§ 886.1150 Visual acuity chart. 
(a) Identification. A visual acuity 

chart is a device that is a chart, such 
as a Snellen chart with block letters or 
other symbols in graduated sizes, in-
tended to test visual acuity. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 886.9. The 
device is also exempt from the current 
good manufacturing practice require-
ments of the quality system regulation 
in part 820 of this chapter, with the ex-
ception of § 820.180, with respect to gen-
eral requirements concerning records, 
and § 820.198, with respect to complaint 
files. 

[52 FR 33355, Sept. 2, 1987, as amended at 53 
FR 35603, Sept. 14, 1988; 53 FR 40825, Oct. 18, 
1988; 66 FR 38810, July 25, 2001] 

§ 886.1160 Color vision plate illu-
minator. 

(a) Identification. A color vision plate 
illuminator is an AC-powered device 
that is a lamp intended to properly il-
luminate color vision testing plates. It 
may include a filter. 
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